CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Cipla

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482027

Batch Quantity / O0bem cepun:

5846 packs / ynakoBok

AR No / AnanuruyeckHii oruer Ne :

ARF/073/2022|Date of Analysis / lata ananusa: 22.03.2022

Date of Mfg / Jlara npousBoacTea:  03/2022

Date of Expiry / T'onen no:

02/2025

Analysis performed according ND / Ananus nposeaén mo HJI: [IN013745/01-091017, HM3m. Ne 1 ot 17.04.2020

Ne Test / ITokasaTens

Result / PesyabTaTh!

Specification / Hopma

1 | Description/ Onucanue

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyrneie TabneTKH CO
CKOIIEHHBIMH KpasMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOTO LiBeTa ¢ BkpanneHuamu. Ha onxok
cropoHe Tabnerku BeiaeneHo cnoso «CIPLAY», Ha
JIpYroH - TMHHA pa3joMa.

2 Identification / ITonMHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTcTBYyET OkpamuBaHHe aMMHAaYHOrO pacTBOpa B KpacHBIH
AHTPaxMHOHOBBIE INIHKO3H/IBI B
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTBYET .| chromatogram of the sample solution should
Mertuanaparuapokcubensoat corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep:KHBaHHs OCHOBHOTO MHKa Ha XpOMarorpamme
HCIBITYEMOTO PACTBOPA JA0JDKHO COOTBETCTBOBATD
BPEMEHH YJIEPKMBAHNS OCHOBHOTO MTMKA Ha
XpoMaTorpaMme CTaHJapTHOrO pacTBOpa
meTunnaparuapokcubenszoata (pazaen
«MetunnaparuapokcubeHzoar).

3 | Average weight / Cpennss
Macca

187.30mg / 187,30mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to. ND/
MpumeuaHue: Mpoaykt coorBeTcTByeT TpeboaHnam HJ

Conclusion : APPROVED /
3aknoveHue: OQOBPEHO

Checked by QC In-Charge/ {7
NokymeHT nposepeH OKK: J.B G)aut

Approved by QA In-Charge /
HokymerT ogobper OOK:

s

Date/ o 5 .a230020
Hata:

Date /

) ) O
[ara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 '
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Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482027 Batch Quantity / Oobem cepun: 5846 packs / ynakoBok
AR No / Anaantryeckuii oruer Ne : ARF/073/2022|Date of Analysis / laTa anannza: 22.03.2022
Date of Mfg / lata nponseoacTea:  03/2022 Date of Expiry / I'onen fo: 02/2025

Analysis performed according ND / Anajus nposeaen mo HJ[: TTN013745/01-091017, M3m. Ne 1 ot 17.04. 2020

Ne Test / IlokazaTennb

Result/ PesynbTars!

Specification / Hopma

4 | Uniformity of weight /
OHOPOAHOCTE MO Macce

Complies / CooTBeTCcTBYET

| 18/20 tablets NMT £+ 7.5 %/ 18/20 ne 6onee = 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 .| Loss on drying / IToteps B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYLLIHBAHUH
6 | Dissolution / 79 - 89% NLT 70 % (Q) of sennosides in 120 minutes
PacTteopenue He menee 70 % (Q) cenHo3nnos uepes 120 MuH
7 | Uniformity of Dosage units / AV =49 The acceptability index forn= 10 AV <LI.

OIHOpPOAHOCTE I03UPOBAHHMS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

[M-xi| <0,01 x L2 x M.

L1=15.0;L2=25.0.

ITokaszarens nmpuemnemoctu nisa n=10 AV <L1..
B cnyuae, ecniu 3nauenue AV npessimaet L1,
[IPOBOJAT MCIILITAHKE Ha crenyrowmx 20 obpa3uax.
‘| qnan=30 AV <L1. Bce 3HaueHHs Xi JOJKHEI
YJIOBJIETBOPATE HEPABEHCTRY:

[M-xi| < 0,01 x L2 x M.

1.1.=15,0; L2 =250.

8 | Assay (Spectrophotometry)
KomiyecTeeHHoe onpeneneHHe
(CriextpodoTomerpust)

13.88 mg/tab /

13,88 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B [epecyere Ha CeHHO3uA B B oqHoi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTByeT TpeboBaHuam H

Conclusion : APPROVED /
3aknoyenue: OQOBPEHO

Checked by QC In-Charge7 \
[okymeHT nposepex OKK: 4 Qi

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /

7 I I 11 7 1 g L
Hara:

Date /

NaTa: 0% 202
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHA,[[EE), TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482027

Batch Quantity / O6bem cepum:

5846 packs / ynakoBok

AR No / AnanuTHyecknii ordert Noe :

ARF/073/2022|Date of Analysis / lara ananu3za: 22.03.2022

Date of Mfg / lata npon3oacrsa:  03/2022

Date of Expiry / I'onen fo:

02/2025

Analysis performed according ND / Anasmus nposenén mo HII: TTN013745/01-091017, HMam. Ne 1 or 17.04.2020

Ne Test / IloxaszaTennb

Result / PesyabraTh!

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHJInaparuapokcubensoara
(B2XX)

0.043 mg/tab

0,043 mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoSuonoruyeckas 44ucToTa

Total Aerobic microbial count /
O6uee yucio a3pobHBIX
MMKPOOPraHH3MOB

10 a)
<10

Not more than 10* cfu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / Obmee uncno
[UIECHEBBIX U IPONIKEBBIX

rpuboB

<10

Not more than 107 cfu/ g /He Gonee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ YcToi4uBble K
JNEHCTBHIO KEMYH

rpaMoTpHIIATENBHEIE DaKTepHH

Absent /OtcyTeTByIOT

Not more than 10/ g/ He 6onee 10” /r

10 d) | Staphylococcus aureus

Absent /OtcyTCTBYIOT

-| Absentin 1 g/OrcyrctBHe B 1 1

.10 e) | Escherichia coli

Absent /OrcyreTByioT

Absent in 1 g/ OtcyrcreueB 1 1

Salmonella

100

Absent / OrcyrcreyioT

Absent in 10 g / Otcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpogykT cooTseTcTRyeT Tpeboparuam HI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Checked by QC In-Charge”/™ .
[okymeHT nposepeH OKK: "-\136“. alee

Approved by QA In-Charge /
HokymeHT onobper OOK:

Date /

9 80 B e B M
Hara:

Date / ) 2.05200L 2

fara:

FMQC003-15-06
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A
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Product: SENADE TABLETS 13,5 mg

Ipoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482027

Batch Quantity / O0bem cepumn:

5846 packs / ynakoBok

AR No / Anaanrnyecknii oryer Ne : ARF/073/2022|Date of Analysis / laTta ananuza: 22.03.2022

Date of Mfg / laTa npoussoacrea:  03/2022

Date of Expiry / 'onen jo:

02/2025

Analysis performed according ND / Anamu3 nposeaén nmo HJI: TTN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / ITokasareJb

Result / PesynsTaTs! -

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

6nMcTep U3 MIIeHKH

(MOMM3THIEHOBOI/

M0 MPHMEHEHHEO.

Package / Ynakoska - 20 tablets

'| PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in .
a carton. / ITo 20 Tabnerox B

MOJIMBUHHJIXJIOPHAHOM

TOJTHBHHWIAEHXJIOPUIHOI) U
amoMHHHeBOH doneru, no 25
67MCTEPOR B KAPTOHHYIO MAUKy
C BJIOJKEHHEM 25 MHCTPYKLIHMH

Package / Ynaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneTok B GIHCTEp U3 MIEHKH TPEXCIOHHOM
(MBX/TI2/MIBX) u amoMuHieBo# donsru. ITo 2
WK 3 OnMcTepa BMECTe C MHCTPYKITHEH 110
NPUMEHEHHMIO B KapTOHHY10 nauky. [To 20 taGnetok
B OJIMCTEp U3 [UICHKH NOJTMBHHUIXJIOPHIHOM
(MOMM3THAEHOBO#H / IOTMBHHUIIIEHXJIOPHAHON) H
ATFOMHHHEBOH (oJbrH, 1o 25 GiucTepos B
KapTOHHYIO MaYyKy C BJAOXKEHHEM 25 HHCTPYKLUHIL 1O
MPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cooteercTerH ¢ HJT

13 Storage conditions / Yciosus

XpaHEeHHA Boie 25 °C.

-| Ina dry place, at temperature below 25 °C. / B cyxom MecTe npu Temnepatype He

14 Shelf life / Cpok rognocTH 3 years/ 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cootseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyeHue: OOOBPEHO

Checked by QC In-Charg

Approved by QA In-Charge /

ﬁ;@z\f

OokymeHT nposepex OKK: ™ Qi [HokymeHT ogobper OOK:

Date / Date / oY ipY
2 ..0032.2022 Wy R

[ara: < [Hara: 2203
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